12.01.2018 «KomiTeT 3 onjinKku pu3ukiB y (papmakonarasfi (PRAC) pekomeHaye
NpU3yNUHUTHU 00ir npenaparis riagpokcuerunkpoxmanio (I'EK) ansa indysiit Ha
PHHKY»

[TpoBegeHMi OT/Isi/T BUSIBUB, 1[0 3aX0/1 3 Oe3reKu /Jisi MallieHTiB Oy/ii HeloCTaTHBO
e(heKTUBHUMHU.

PRAC PeKOMeHy€ TIPU3YTIMHUTH TOProBi JiieHsii riperiaparis
rigpokcuetunkpaxmaito (I'EK) mna indysii y €poneiickkomy corosi (E€C). Li
MKapchKi 3aco0M BWKOPHCTOBYIOTHCA sIK 3aMiHa 00'eMy Tula3mMu ITiC/si TOCTPOI
(parrTroBOi) KpOBOTeUi, KO/MM JIIKYBaHHS a/IbTePHATUBHUMM JIiKapCHKUMHU 3aco0amu,
BiJOMUMU SIK "KPUCTAJIOIAN", HEe BBAXKAETHCA JOCTAaTHIM.

Y 2013 porii PRAC pekomeHZyBaB 00Me>XUTU BUKOpPUCTaHHS po3unHiB ['EK Ta He
BUKOPHUCTOBYBATH iX /i JiKyBaHHS KPUTUYHO XBOPHUX IMALli€EHTIB ab0 TIAI[ieHTIB 3
CerCUCOM yYepe3 MiJBUILIEHUN PU3WK YPa)KeHHS HUPOK Ta CMEPTHOCTI B KJIiHIYHMX
NOCTIIPKEeHHSIX.

Y 2017 poui PRAC npoanani3yBaB pe3yiabTaTd BUKOpUCTaHHs npernapariB 'EK s
iH(dy3ill 3rifHO HasIBHUX HA TOW Yac JaHUX MPO KOPUCTh Ta PU3WKH, OTPHUMaHi 3
K/IiHIYHUX BUMPOOYBaHb Ta [IOC/i)KE€Hb CIOCTEPeXKeHHS, a TaKOXX BiATyKiB Bij
3aljiKaB/IeHUX CTOPIiH Ta eKcrepTiB. Pe3ysbTaTul poBeleHOro aHasli3y BUSBUW/IY, 1[0
niperiapat¥ 'EK 3aCTOCOBYIOTBCS Y KPUTUYHO XBOPUX MAL[I€HTIB Ta TUX, Y SKUX €
CETICHC Ta Ypa>keHHSI HUPOK, He3Bakaloun Ha oOMeskeHHs, 3arpoBapkeri B 2013 porii
[JIs1 3MEHIIEeHHS PU3UKY PO3BUTKY HHPKOBUX YCK/IaJlHEHb Ta CMEpPTed y LMX
TaL[i€HTIB.

Buxogsun 3 nporo, PRAC 3’sicyBaB, 1[0 o0MeskeHHs1, BBeZieHi B 2013 portii, Oy/u
HefocTaTHbO  edekTMBHUMU. PRAC BHBUMB  MOJK/IMBICTb  3allpOBa/IKeHHS
J0/IaTKOBUX  3axo/liB, aje JiWIIIOB BUCHOBKY, III0 Taki 3axogu OyayThb
HeedeKTHBHUMH ab0 HeIOCTaTHIMU.

3 orisily Ha CepUO3HUU PDU3UK, BIUIMBY SIKOTO TiJJatOThCSl AesiKi TPYIU Talli€HTiB,
PRAC pekoMmeHJyBaB MPU3YIIMHUTHA OTPUMAaHHS TOPrOBUX JIiL|€H3iM [Jisi PO3UMHIB
I'EK. AnbpTepHaTUBHI BapiaHTH JIiIKyBaHHA € JOCTYITHUMHU.

Pekomenjailis PRAC Oyge HarmpaBieHa Ao Koop/uHailiiHoi rpynu 3 Tipolieypu
B3aEMHOT'0 BU3HAHHS Ta JielieHTpasli3oBaHol ripouenypu — ajs mogaunu (CMDh) asis
po3rsigy Ha 3acizanHi CMDh 22-25 ciuns 2018 poky.

JleTa/IbHiIIe MPO JTiKapCchKi 3aco0m

Po3uunu T'EK pgns iHdy3il 3acTOCOBYHOTH AJ1s1 JIiKyBaHHS TiroBoseMii (HU3bKUM
obcAr  KpoBi), BHUK/IMKAHOI TOCTPOIO  KPOBOBTpPaTO, KOMM  JIiKyBaHHS
a/lbTeDHAaTUBHUMM pO3UMHaMU s iHQY3il, Bigomumu sK "KpucTanoigu", He
BBa)KAEThCA JOCTaTHIM. BOHM 3aCTOCOBYHOTBCA LUIIXOM BHYTPILLIHBOBEHHOI'O
BBe/IeHHSI i BUKOPHCTOBYIOTbCSI 3 METOIO TIOTIOBHEHHST 06’ €My KpOBI, 11100 3arobirtu
MOsIBI LIOKY IIiC/Isi TOCTPOI KPOBOBTpaTHM. BOHM Hanmexath [0 Kjacy JIiKapCbKUX



3aco0iB, BiJoMHX SIK «KOM0igu». KpiM ITPOJIyKTiB KpOBIi, iCHY€E ABa TUIH JTiIKAapChKUX
3aco0iB, 1110 BUKOPUCTOBYIOThCS /IJisl TIOTIOBHEHHsSI 00'eMy T/la3MU: KPUCTAIOIAU Ta
Kosoign. Komoigyu MICTATH BevMKi MOJIeKY/IH, TakKi $IK KpOXMasb, TOZLI K
KPHCTa/I0iIN, TaKi K CO/TbOBi pO3UMHM a00 po3unHHU PiHrepa, € UMCTUMU pO3UHMHAMU
e/IeKTPOJIITIB.

Y €C po3uunu ['EK g iHdy3ii 6yu 3apeecTpoBaHi uepe3 HallioHa/IbHI MPOIeAyPH
Ta JOCTYIHI B KpaiHax-ujeHax €C 3a pi3HWUMU TOPrOBe/IbHUMY Ha3BaMHU.

JleTanbHbIllIe PO IpoLesypy

Amnani3z posuuniB 'EK ansa iHdysiit Oysno pos3nouaro 17 >koBtHs 2017 poky Ha
npoxaHHs IIIBenchkoi areHrjii MeauuHUX BHWPOOiB, BifmoBigHO mo crarri 107i
Hvpextusu 2001/83/EC.

Ananiz 6yB mnpoBegenuii PRAC, 1mio BiAmoBizae 3a OI[iHKy muTaHb Oe3meku
NMiKapchKUX 3aco0iB s Mrofiel, KWW Ha/laB HU3KY peKoMeHzarii. PekomeHpariii
PRAC OyayTte HaripaBneHi mo CMDh 3 wmetoro mpuiiHsatTs piteHHs. CMDh e
OpraHoM, 110 MpejicTaB/sie KpaiHu-wieHn €C, a Takox Icmangiro, JIiXTeHIITeWH Ta
Hopgeerito. Bin BiamoBimae 3a 3abe3reueHHsT TapMOHi3allii cTaHJapTiB Oe3mexku
niKapchKuX 3aco6iB, 03BOIEHUX Uepe3 HallioHa/bHi mpolielypy y Bcbomy €C.

[lepenik  mikapchbKWX  3aco0iB, 3apeecTpoBaHMX B YKpaiHi, 1110 MiCTIThb
[IDOKCUETUIKDOXMaAJIb.

ITocunanHs:

http://www.ema.europa.eu/docs/en _GB/document library/Referrals document/
Hydroxyethyl starch 107i/

Recommendation_provided by Pharmacovigilance Risk Assessment Committee/
WC500241325.pdf
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